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Symptoms in 1179 MPD Patients
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Current Medications for MF
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Major Agents in Development for MF
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Comparing JAK2 Inhibitors
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Major Agents in Development for PV-ET
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Net Symptom Burden
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M-MESAE Changes at 6 Months
on INCB01.8424

% Pts with AMedian Score at| % Pts Improved

Score I aSt AyS 6xMonths at 6 Months
General fatigue 91% (79/87) 2.0 51% (40/79)
Abdominal pain (and discomfort) 3.0 76% (66/87) 1.0 65% (43/66)
Inactivity (ability to move and walk around) 3.0 83% (72/87) 2.0 54% (39/72)
Cough 2.0 45% (39/87) 0.5 59% (23/39)
Night sweats 4.0 54% (47/87) 0 70% (33/47)
Itching (pruritis) 2.0 46% (40/87) 0 75% (30/40)
Bone pain (diffuse, not joint pain or arthritis) 3.0 64% (56/87) 2.0 36% (20/56)
Fever (>109F) 2.0 46% (40/87) 0 70% (28/40)

Change in appetite/ Unintentional weight loss 2.0 75% (65/87) 1.0 55% (36/65)
last 6 months (or gain)

What is your overall quality of life? 4.0 91% (79/87) 2.0 49% (39/79)
Ability to bend down, including to tie shoes 2.0 66% (57/87) 1.0 63% (36/57)

Altered bowel movement and/or difficult or 2.5 48% (42/87) 0 67% (28/42)
painful urination

Body image and hindrance to perform daily 3.0 79% (69/87) 1.0 59% (41/69)
activities

Difficulty sleeping 4.0 77% (67/87) 1.0 66% (44/67)
Swelling of extremities (arms and legs) 3.0 57% (50/87) 1.0 60% (30/50)
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INCB018424 in MF
Symptoms
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A Baseline, Patients with Myelofibrosis vs. Healthy B Patients with Myelofibrosis, Day 28 vs. Baseline
Controls
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Myeloproliferative Neoplasm Symptom Assessment Form (MPN-SAF)

2
Study Number Clinic Number
NAME IRRRRRRRENRERNE
First Last O} @ @ @@ @ o
@ T
@D ¥
MARKING INSTRUCTIONS ; ;
+*Use aNo.2 pencil or a blue or black ink pen only. @

* Do not use pens with ink that soaks through the paper.
* Make solid marks that fill the response completely.
* Make no stray marks on this form.

CORRECT. @ INCORRECT: &/ X @ (®

INSTRUCTIONS: Please fill out all questions, as best able, reflecting how these symptoms affected you over the LAST
WEEK unless directed otherwise. Use a scale of 0 to 10, marking "0" if the symptom is absent, "1"
being most favorable, and "10" being least favorable.

1. Please rate your fatigue (weariness,
tiredness) by marking the one number
that best describes your fatigue right
NOW.

No e e e Worst
fatigue - T = S © 7 imaginable

(=]
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“
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3
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=

All for measurement of the
Validated Brief Fatigue Inventory

2. Please rate your fatigue (weariness,
tiredness) by marking the one No Worst
number tha best describes your faigee © © @ @ @ @ @ © @ @ @ imaginable
USUAL level of fatigue during the
past 24 hours.

3. Please rate your fatigue (weariness,
tiredness) by marking the one number
tha best describes your WORST level
of fatigue during the past 24 hours.

No . 4 - o Worst
fatigue — — = = = S ' imaginable
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4. Mark the one number that describes how, during the past 24 hours, fatigue has interfered with your:

- Doesnmot - _ = o o & & @ @ o Completly

General activity Merfere @ @ @ @ @ ® @ @ @ @ @ jyerferes
Doesnot .~ o & & 4 o @ o o Completely

Mood interfere ¥ @ © @© © & ® @ @ @ @ jierferas
. . Doesnot o o J . . Completely
Walking ability interfere & @ @ @ @ ® ® @© @ D @ nterferes
Normal work (includes work both Doesnot . . - & @ ® @ © ® @ @ Compekly
outside the home and daily chores)  interfere ™ = = - T - - inferferes
i . Doesnmot R . . Completely
Relations with other people Merfere ©@ @ @ @ @ ® ©® @© ®@ @ @ Lo
. . Doesnot o P . Completely
Enjoyment of life nteffere ©@ @ @ ® @ ® ® @® ® @ @ jyorferes
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El

Filling up quickly when you eat
(early satiety)

Abdominal pain

Abdominal discomfort

Inactivity

Problems with headaches

Problems with concentration -
compared to prior to my MPD

Dizziness/vertigo/lightheadedness

Numbness/tingling (in your hands
and feet)

Difficulty sleeping

Depression or sad mood

Problems with sexual desire or
function

Cough

Night sweats

ltching (pruritus)

Bone pain (diffuse not joint pain
or arthritis)

Fever (greater than 100°F)

Unintentional weight loss last
6 months

6. What is your overall quality of life?

Absent @ O @ @ @
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Absent T il @ 3 T
Apsent @™ o @ & T
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Absent @ (O o3} 3 5]
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Absent @ @O @

[®]
C}

Absent ® @© @ @ @
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8

nl

e

o

2]

(]

9

%]

e

©

(2]

2]

]

©

=]

fenf

%]

=

2]

C]

]

=] 2]

E]

=]

=]

=

=]

I

'r'-l,l

'r'-:_\

[

C

c

C}

2]

=]

8

=

G

2]

E]

]

=]

]

=]

e

G

5]

=]

=]

@

B8

8

a

5. Mark the one number that describes how, over the last week, the following symptoms have affected you.

Worst
imaginable

Worst

* imaginable

Worst
imaginable

Worst
imaginable

Worst

~ imaginable

Worst
imaginable

Worst

~ imaginable

Worst
imaginable

Worst
imaginable

Worst
imaginable

Worst

" imaginable

Worst
imaginable

Worst
imaginable

Worst

" imaginable

Worst
imaginable

Worst

* imaginable

Worst
imaginable

As bad as
it can be

Vascular




MPN-SAF
Validation Steps

1. Patients with MPN (ET, PV, MF) complete at
the time of a physician visit

2. Patients also complete co-validation EORTC-
QLQ-C30

3. Patients answer guestions on
comprehensiveness and clarity of MPN-SAF

4. Physicians concurrently complete disease
Information, demographics, and their own
perception of key patients symptoms
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EORTC-QLQ-C30

ENGLISH ENGLISH
Eg During the past week: Notat A Quite  Very
EORTC QLQ-C30 (version 3) Al Little aBit Much
We are interested in some things about you and your health. Please answer all of the questions yourself by circling the 17. Have you had diarrhea? 1 2 3 4
number that best applies to you. There are no "right" or "wrong" answers. The information that you provide will
remain strictly confidential 18. Were you tired? 1 2 3 4
Please fill in your initials L1l 19, Did pan interfere with your daily activities? 1 2 3 4
i . : : [T I T I .
Your l?n-thdme @ay Month YEHVI) 20. Have you had difficulty m concentrating on things.
Today's date (Day, Month, Year): R O T Y B like reading a newspaper or watching television? 1 2 3 4
Naot at A Quite  Very 21. Dud you feel tense? 1 2 3 4
All Little aBit  Much
1. Do you have any trouble doing strenuous activities, 22, Did you worry? 1 2 3 4
like carrying a heavy shopping bag or a suitcase? 1 2 3 4
23. Did you feel irritable? 1 2 3 4
2. Do you have any trouble taking a long walk? 1 2 3 4
24 Did you feel depressed? 1 2 3 4
3. Do you have any trouble taling a short walk outside of the house? 1 2 3 4
25. Have you had difficulty remembering things? 1 2 3 4
4. Do you need to stay in bed or a chair during the day? 1 2 3 4
26. Has your physical condition or medical treatment
5. Do you need help with eating. dressing, washing mterfered with your fanuly hfe? 1 2 3 4
yourself or using the toilet? 1 2 3 4
27. Has your physical condition or medical treatment
interfered with your social activities? 1 2 3 4
During the past week: Naot at A Quite  Very ) _ )
All Little aBit  Much 28. Has your physical .conflmon or medical treatment
caused you financial difficulties? 1 2 3 4
6.  Were vou limited in doing either vour work or other daily activities? 1 2 3 4
7. Were you limited in pussuing your hobbies or other For the following questions please circle the number between 1 and 7 that
leisure time activities? 1 2 3 4 best applies to yvou
8. Were you short of breath? 1 2 3 4 29, How would you rate your overall health during the past week?
9. Have you had pain? 1 2 3 4 1 2 3 4 5 6 7
10. Did you need to rest? 1 2 3 4 Very poor Excellent
11. Have you had trouble sleeping? 1 2 3 4
30. How would you rate your overall quality of life during the past week?
12. Have you felt weak? 1 2 3 4
1 2 3 4 5 6 7
13. Have you lacked appetite? 1 2 3 4
Very poor Excellent
14. Have you felt nauseated? 1 2 3 4
15. Have you vomited? 1 2 3 4 & Copyright 1995 EORTC Quality of Life Group. All rights reserved. Version 3.0
16. Have you been constipated? 1 2 3 4
Please go on to the next page




MPN-SAF

International Collaborators

USA

ARobyn Scherber, MPH
A\mylou Dueck, PhD
Aeff Sloan PhD

Alohn Camoriano, MD
ACraig Reeder, MD
Aloe Mikhael, MD
Ayalew Tefferi, MD

UK

Meepti Radia, MD

KClaire Harrison, MD

Aary Francis McMullin, MD
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Italy

Aiziano Barbui, MD
Alessandro Vannucchi, MD
Arancesco Passamonti, MD
AGiovanni Barosi, MD
Alessandro Rambaldi, MD
Aviaria Ferarri, MD

Sweden

Aeter Johansson, MD, PhD
ABjorn Andreasson, MD
Alan Samuelsson, MD
AGunnar Birgegard, MD




MPN-SAF

Translations

1. Three Initial translators
2. Fourth independent translation

3. All four discuss via teleconference or
email and end up with final shared
version
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MPN-SAF Italian

Questionario per la valutazione dei sintomi nelleattial mieloprdiferative croniche
(MPN-SAF)

Istruzioni: Per favore, completi il questionamtentamentan modo @ descrivereome questi sintonsi sono manifestati
nel |l dul t i, ;menscheon vemya specificato diversamente. @dinh moduli fino allafine del questionario

Sintomo Dalal0 (Ose assenteil voto 1 e il piu favorevole e 10 il meno favorevole

Per favoreattribuisca un punteggialla O (Nessuna stancheza 1 2 3 4 5 6 7 8 9 10a(peggior stanchezza
sua stanchezza (affaticamento, immaginabilg

spassatezzalracciando un cerchio
attorno al numero che meglio descriv
il suo grado dstanchezzaroprio in
guesto momento

Per favoreattribuisca un puntego alla O (Nessuna stanchezza) 1 2 345 6 7 8 9 10 (La peggior stanchg
sua stanchezza (affaticamento, immaginabile)

spossatezza) tracciando un cerchio
attorno al numero che meglio descriv
Il suo gradousualedi stanchezza
durante le ultime 24 ore

Per favoreattribuisca un punteggalla 0 (Nessuna stanchezza) 213 4 5 6 7 8 9 10 (La peggior stanchezzg
sua stanchezza (affaticamento, immaginabile)
spossatezza) tracciando un cerchio
attorno al numero che meglio descriv
il suo peggior livello di stanchezza
durante le ultime 24 ore

1) ARTO LR




MPN-SAF Swedish

Formular for symptomvérdering vid myeloproliferativa sjukdomar, dvs
polycytemia vera, essentiell trombocytemi och myelofibros.

Detta formular &r inte en del av din journal utan kommer att férstéras efter att det anvints inom stu-
dien.

Instruktioner: Var snéll och besvara samtliga fragor s& gott du kan s4 att svaren avspeglar hur symptomen
paverkat dig under den senaste veckan, om inte annat anges.

Var vanlig fyll i dina initialer:

Fédelsedata(dag, manad, &rf........ oo,

Dagens datum({dag, manad, an(lx‘f.

Gradera fr&n 1-10. 1 &r bist, 10 &r vérst (0 om inga

Symptom symptom alls)

Var god skatta din trétthet (uimattning) genom
alt ringa In den siffra som bést beskriver din 0 {ingen tritthet) 123456 7 8 9 10 (vérsta tinkbara)
trdtthet just nu.

Var god skatta din trtthet (utmattning) genom
att ringa in den siffra som bést beskriver din
vanligaste grad av trdtthet under hela det
senaste dygnet.

0 (ingen trotthet) 1234 56 7 8 9 10 (véirsta tankbara)

Var god skatta din trétthet (utmattning) genom
att ringa in den siffra som bast beskriver den
varsta grad av tritthet (utmatining) du kint
under senaste dygnet.

0 {ingen irotthet) 123456 7 89 10 (vérsta tinkbara)




a

EORTC QLQ-C30 (version 3)

Vi fir intresserade av nigra saker som har med Dig och Din hiilsa att gora. Besvara alla frigor genom att skita en
ring runt den siffra som stiimmer biist in pd Dig. Det finns inga svar som i "ratt" eller "fel". Den information Du

limnar kommer att hillas strilct konfidentiell,

EORTC-QLQ-C30: Swedish

SWEDISH

Var viinlig fyll i Dina initialer: Lirril -
Neir fir Du fodd? (Dag, Ménad, Ar): W
Dagens datum (Dag, Minad, Ar): 31 LI 3128.04
Inte En hel
alls Lite del  Mycket
I, HarDu svilt att gbra anstréingande saker, som aft
béra en tung kasse eller viska? 1 @ 3 4
2, Har Du sviitt att ta en Jing promenad? 1 @ 3 4
3, Har Du svirt att ta en kort promenad utomhus? @ 2 3 4
4, Miste Du sitin eller ligga pd dagarna? (D 2 3 4
5. Behiiver Du hjilp med att itn, ki Dig, tviitia Dig -
eller g pi toaletten? O) 2 3 4
Under veckan som gitt: Inte En hel
alls Life del  Mycket
6. Har Du varit begriinsad 1 Dinn mjligheter att utftra
antingen Ditt Rirvlirvsarbete cller andra dogliga altiviteter? 2 3 4
7. Har Du varit begriinsad i Dina méjligheter att uttva
Dina hobbys eller andra fritidssyssclsittningar? ) 2 3 4
8. Har Du blivit andfadd? 1 (@ 3 4
9. Har Dubaft ont? 1 2 3 4
10.  Har Du behvi vila? CD 2 3 4
11, Har Du baft svirt att sova? 1 @ 3 4
12, Har Du kiint Dig svag? 1 2 3 4
13, Har Du boft dilig aptit? 2 s 4
14, Har Du kiint Dig illamfende? (v 3 4
15, Har Du keitkis? a2 3 4
16.  Har Du varit forstoppad? @ 2 3 4

Fortgiitt pa niista sida

Under veckan som gitt: Inte
alls

17.  Har Du haft diarré? (1
18.  Har Du varit trétt? 1
19, Har Dina dagliga aktiviteter phverkats av smirta? @
20,  Har Du bafl svért att koncentrera Dig, Lex, isa

tidningen eller se pd TV? @
21, ¥ar Du kiint Dig sptnd? <y
22, Har Du oroat Dig? a;
23, Har Du kiint Dig irriterad? w
24, Har Du kiint Dig nedstimd? 6)
25, Har Du haft svért att komma ihdg saker? 1
26, Har Ditt fysiska tilistind eller den medicinska

behandlingen sttirt Ditt familjeliv? @

27.  Har Ditt fysiska tillstind eller den medicinska .
behandlingen sttt Dita sociala aktiviteter? @

28.  Har Ditt fysiska tillstind eller den medicinska .
behandlingen gjort att Du fift ekonomiska svirigheter? @

Lite

2

2

En hel
del

3
3

Siitt en ring runt den siffra mellan 1 och 7 som stimmer biist in pd Dig for

filjande frigor:

29, Tur skulle Du vilja beskriva Din hillsa totalt seft under den veckn som gétt?

1 (D 3 4 5 6 7

Mycket dilig Utrnirkt

30, Hur skulle Du vilja beskriva Din totala Jivskvalitet under den vecka som ghi?

1 () s 4 5 s 7

Mycket dilig Utmiirkt

© Copyright 1995 BORTC Study Grovp on Quality of Life, Alls ittigheter reserverade, Version 3,0,

SWEDISH

Myeket
4

4



EORTC-QLQ-C30: Italian

ITALIAN NEUTRAL

4

EORTC QLQ—C30 (version 3.0)

Con questo questionario vorremmo sapere alcune cose su di Lei e sulla Sua salute. La preghiamo di rispondere a
tutte le domande ponendo un cerchio attorne al numero che meglio corrisponde alla Sua risposta. Non esiste una
risposta "giusta” o "sbagliata”. Le Sue informazioni verranno tenute strettamente riservate.

Per favore scriva solo le iniziali del Suo nome e cognome: I |
Data di nascita (g, m. a): | 1 |
La data di oggi (g. m. a): 31 1 1 |

No Tn Parec- Maoltis-

po’ chio sima

1. Ha difficolta nel fare lavor: faticosi. come sollevare

una borsa della spesa pesante o una valigia? 1 2 3 4
2. Ha difficolta nel fare una lunga passeggiata? 1 2 3 4
3. Ha difficolta nel fare una breve passeggiata fuor casa? 1 2 3 4
4. Ha bisogno di stare a letto o su una sedia durante il giorno? 1 2 3 4
5.  Ha bisogno di amto per mangiare. vestirsi. lavarst

o andare 1n bagno? 1 2 3 4
Durante gli ultimi sette giorni: No  Un  Parec- Maltis-

po’ chio simo

6. Ha avuto limitazioni nel fare 11 Suo lavoro o 1 lavor: di casa? 1 2 3 4
7. Ha avuto limitazioni nel praticare i Suoi passatempi-

hobby o altre attivita di divertimento o svago? 1 2 3 4
8. Le & mancato il fiato? 1 2 3 4
9. Ha avuto dolore? 1 2 3 4
10. Ha avuto bisogno di riposo? 1 2 3 4
11. Ha avuto difficolta a dormire? 1 2 3 4
12. Ha sentito debolezza? 1 2 3 4
13. Le ¢ mancato 'appetito? 1 2 3 4
14. Ha avuto un senso di nausea? 1 2 3 4
15. Ha vomitato? 1 2 3 4

Continuare alla pagina successiva

ITALIAN NEUTRAL
Durante gli ultimi sette giorni: No  Un  Parec- Maltis-
po' chia simo

16. Ha avuto problemu di stitichezza? 1 2 3 4
17. Ha avuto problemi di diarrea? 1 2 3 4
18. Ha sentito stanchezza? 1 2 3 4
19. 1l dolore ha interferito con le Sue attivita quotidiane? 1 2 3 4
20. Ha avuto difficolta a concentrarsi su cose come

leggere un giomale o guardare la televisione? 1 2 3 4
21. S1é sentrto(a) teso(a)? 1 2 3 4
22. Ha avuto preoccupazioni? 1 2 3 4
23. Ha avuto manifestazioni di irritabilita? 1 2 3 4
24, Ha avvertito uno stato di depressione? 1 2 3 4
25. Ha avuto difficolta a nicordare le cose? 1 2 3 4
26. Le Sue condizioni fisiche o il Suo trattamento medico

hanno interferito con la Sua vita familiare? 1 2 3 4
27. Le Sue condizioni fisiche o il Suo trattamento medico

hanno mterferito con le Sue attivita sociali? 1 2 3 4
28. Le Sue condizioni fisiche o il Suo trattamento medico

Le hanno causato difficolta finanziarie? 1 2 3 4

Per le seguenti domande ponga un cerchio intorno al numero da 1 a 7 che meglio
corrisponde alla Sua risposta

29, Come valuterebbe in generale la Sua salute durante gli ultion sette grorm?

1 2 3 4 5 6 7

Pessima Ottima

30. Come valuterebbe in generale la Sua qualita di vita durante gli ultimi sette giorni?

1 2 3 4 5 6 7

Pessima Ottima

& Copyright 1995 EORTC Study Group on Quality of Life. Tufi i diritti sono riservati, Version 3.0



Additional Patient Questions

Are there additional symptoms related to your myeloproliferative disorder which
were not addressed in the above questionnaire?

(open responses)

The MPN-SAF (question form) was easy to understand?
O(Asgoodasitcanbe) 1234567 89 10 (As Bad as it can be)

The MF-SAF (question form) addressed most of the symptoms | have from my
disease?

O(Asgoodasitcanbe) 1234567 89 10 (AsBadas itcan be)

W MAYO CLINIC



MPN-SAF (N=402)

Sweden | USA 24%




Mean MPN-SAF Item Score by Disease Type
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